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wherein the soft pouch is specific to either the right breast side or the left breast side 

1° 

of the patient- 



Remarks 

Entry of this amendment is respectfully requested prior to examination of the 
application and calculation of filing fees. 

Applicants note that the claims have been amended strictly to ensure closer 
compliance with U.S. patent practice and not for a reason related to patentability or for a 
reason related to distinguishing the invention over any known prior art reference. 
Accordingly, Applicants submit that no estoppel should apply to any limitation recited in any 
of the so amended claims. 

The Commissioner is hereby authorized to charge any fees necessary for the 
consideration of this preliminary amendment to deposit account No. 19-0089. 
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Should the Examiner have any further comments or questions, the Examiner is invited 
to contact the undersigned at the below-listed telephone number. 



May 8, 2002 

GREENBLUM & BERNSTEIN, P.L.C. 
1941 Roland Clarke Place 
Reston, VA 20191 
(703)716-1191 

Enclosures: Appendices 1-9 




Respectfully submitted, 
Maae-Christine MISSANA 



Neil F. Greenblum 
Reg. No. 28,394 
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APPENDIX 1 

Changes to the paragraph between lines 3-4 of page 1 of the specification: 

- CROSS-REFERENCE TO RELATED APPLICATIONS - 
The present application is a National Stage Application of International Application 
No. PCT/FR00/01457. filed May 29. 2000. Further, the present application claims priority 
under 35 U.S.C. § 1 19 of French Patent Application No. 99/06929 filed on June 2. 1999. 

-- BACKGROUND OF THE INVENTION 
1. Field of the Invention — 

The invention relates to an implantable breast prosthesis adapted more particularly to 
breast augmentation surgery and breast reconstructive surgery. 
—2. Discussion of Background Information — 
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APPENDIX 2 

Changes to the two paragraphs between lines 25-33 of page 1 of the specification: 



-- SUMMARY OF THE INVENTION - 

[An object of the] The present invention is an improvement to the design of breast 
prostheses, this improvement aiming particularly at a more aesthetic aspect, which is closer 
to that of the natural breast, regardless of whether the person wearing the prosthesis is 
seating, standing, or laying down, and/or a greater ease in positioning the prosthesis correctly 
during implantation, and/or a more constant retention of the prosthesis once it is implanted 
in the correct position, and/or a greater comfort in wearing the prosthesis. 

[A primary object of] According to the invention there is provided [is] a breast 
prosthesis comprising a soft pouch capable of containing a sufficiently fluid filling material, 
such as a silicone or hydrocolloid gel or a physiological serum, [said] the prosthesis being 
made side-specific. 
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APPENDIX 3 

Changes to the paragraph between lines 25-26 on page 2 of the specification: 

This side-specific arrangement can be obtained at various levels, which can be 
alternative, or preferably cumulative and which can be seen by referring to the drawings . 
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APPENDIX 4 

Changes to the paragraph between lines 4-13 on page 3 of the specification: 



Preferably, this asymmetry is defined by a difference in the dimensions between the 
projection of the distance EC between the nipple and the front inner edge, on the one hand, 
and the projection of the distance EA between [said] the nipple and the front outer edge, on 
the other hand, the projections being made along a plane P2 perpendicular to the plane PI 
passing by the aforementioned nipple and containing [said] the nipple E as well as the front 
upper edge B. The ratio between these two projections is advantageously less than or equal 
to 0.95, especially [comprised] in the range of between 0.8 and 0.9, or between 0.85 and 
0.90. The preferred embodiment [consists of selecting] utilizes a ratio on the order of 0.875, 
which is [that] most capable of reproducing the more outwardly projecting aspect of the 
natural breast, whereas the currently available prostheses have a ratio strictly equal to 1 . 
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APPENDIX 5 

Changes to the paragraphs beginning on line 8 of page 5 and ending on line 17 of 
page 6 of the specification: 

The [object of the] invention concerns the protheses having at least one level of side- 
specific arrangement and pertaining to the family of prostheses [defined in the preamble of] 
described in the present application. It relates to prostheses having all of the volumes 
commonly used in breast surgery, namely, prostheses which, once filled, have a volume 
ranging from 80 cm 3 to 700 cm 3 . 

The invention also provides for an implantable breast prosthesis which is specific to 
either a right breast side or a left breast side of a patient, the prosthesis comprising a soft 
pouch adapted to contain a filling material. The soft pouch comprises a posterior surface, 
an anterior surface, an inner zone and an outer zone. The posterior surface and the anterior 
surface form an angle ft in the inner zone of less than 70 degrees when the soft pouch is 
implanted and filled with the filling material. The soft pouch is specific to either the right 
breast side or the left breast side of the patient. 

The filling material may comprise one of a silicone gel and a physiological serum. 
The soft pouch may be asymmetrical in relation to a plane which passes through an upper 
zone of the soft pouch, a nipple area of the soft pouch and a lower zone of the soft pouch, 
when the soft pouch is implanted in the patient and filled. The asymmetry may be defined 
by a difference in dimensions between a first distance and a second distance defined by a 
plane passing through the inner zone, the nipple area and the outer zone, whereby the plane 
passing through the inner zone, the nipple area and the outer zone is perpendicular to a plane 
passing through the upper zone, the nipple area and the lower zone. The first distance may 
be different from the second distance. The first distance may be defined between an edge 
of the inner zone and a point in the nipple area and the second distance may be defined 
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between an edge of the outer zone and the point in the nipple area. A ratio r of the second 
distance to the first distance may be less than or equal to 0.95. The ratio r may be in the 
range of between 0.8 and 0.9. The ratio r may be in the range of between 0.85 and 0.9. The 
ratio r may be about 0.875. The soft pouch may further comprise a rear outer zone adjacent 
the outer zone, and wherein the plane passes through the inner zone, the nipple area, the outer 
zone and the rear outer zone. The prosthesis may further comprise a third distance being 
defined between an edge of the rear outer zone and a point in the nipple area, whereby the 
first distance is defined between the point in the nipple area and an edge of the inner zone, 
the first distance and the third distance being at least one of equal to each other and very 
close to each other. 

The asymmetry may be defined by a difference in dimensions between a fourth 
distance and a fifth distance defined by a plane passing through the upper zone, the nipple 
area and the lower zone, whereby the plane passing through the upper zone, the nipple area 
and the lower zone is perpendicular to a plane passing through the inner zone, the nipple area 
and the outer zone. The fourth distance may be different from the fifth distance. The fourth 
distance may be defined between an edge of the upper zone and a point in the nipple area and 
wherein the fifth distance is defined between an edge of the lower zone and the point in the 
nipple area. The fourth distance may be greater than the fifth distance. A ratio r of the fourth 
distance to the fifth distance may be at least 1.1. The ratio r may be in the range of between 
1.1 and 2. The ratio r may be in the range of between 1,3 and 1.5. 

The soft pouch further may comprise an outer overlap portion in an area of the outer 
zone, when the soft pouch is implanted in the patient and filled. The outer overlap portion 
may extend to each of the upper zone and the lower zone. The outer overlap portion may 
comprise an anterior surface which forms an obtuse angle relative to the posterior surface. 
The angle (j) mav be greater than 95 degrees. The angle (j) mav be greater than 100 degrees. 
The angle $ may be in the range of between 91 degrees and 120 degrees. The angle (j) may 
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be 115 degrees, 

The posterior surface may be at least one of concave and curved. The posterior 
surface may be at least one of concave and curved between an edge of the inner zone and an 
edge of the outer zone. The posterior surface may be at least one of concave and curved at 
least in an area of the inner zone. 

A distance between a plane extending through an edge of the inner zone and an edge 
of the outer zone and a parallel plane extending through a point on the posterior surface that 
is farthest away from the plane extending through the edge of the inner zone and the edge of 
the outer zone may be at least 5 mm. 

A distance between a plane extending through an edge of the inner zone and an edge 
of the outer zone and a parallel plane extending through a point on the posterior surface that 
is farthest away from the plane extending through the edge of the inner zone and the edge of 
the outer zone may be at least 1 cm. 

The posterior surface may be at least one of concave and curved between an edge of 
an upper zone and an edge of a lower zone. The surface may be at least one of concave and 
curved 3t least in an are? of qn upper zone, 

A distance between a plane extending through an edge of an upper zone and an edge 
of a lower zone and a parallel plane extending through a point on the posterior surface that 
is farthest frway from the plane extending throug h the edge of the upper zone and the edg e 
of the lQwer zpne mfly be at leqst 1 mm, 

A distance between a plane extending through an edge of an upper zone and an edge 
of a lower zone and a parallel plane extending through a point on the posterior surface that 
is farthest away from the plane extending through the edge of the upper zone and the edge 
of the lower zone may be at least 2 mm. 

A distance between a plane extending through an edge of an upper zone and an edge 
of a lower zone and a parallel plane extending through a point on the posterior surface that 
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is farthest away from the plane extending thro ugh the edge of the upper zone and the edge 
of the lower zone may be in the range of between 3 mm and 6 mm. 

The anterior surface may be at least one of curved and convex. 

A distance between a plane extending through an edge of an upper zone and an edge 
of a lower zone and a parallel plane extending through a point on the anterior surface that is 
farthest away from the plane extending through the edge of the upper zone and the edge of 
the lower zone may be in the range of between 3 cm and 7 cm. 

A distance between a plane extending through an edge of an upper zone and an edge 
of a lower zone and a parallel plane extending through a point on the anterior surface that is 
farthest away from the plane extending through the edge of the upper zone and the edge of 
the lower zone may be on the order of 5 cm. 

At least a portion of the posterior surface may be one of less deformable and more 
rigid than another portion of the soft pouch. The portion of the posterior surface that is one 
of less deformable and more rigid than another portion of the soft pouch may have a thicker 
surface than the other portion of the soft pouch. 

The posterior surface and the anterior surface may form an angle 6 in an upper zone 
of less than 70 degrees when the soft pouch is implanted and filled with the filling material. 
The angle 6 may be less than 65 degrees. The angle 5 may be less than 60 degrees. The 
angle 5 may be about 40 degrees. The angle p may be less than 65 degrees. The angle P may 
be less than 60 degrees. The angle p mav be about 40 degrees. 

The soft pouch mav comprise an elastomer. The elastomer mav comprise silicone. 
The soft pou ch may be adapted to b e filled with the filling material either before or after 
being implanted into the patient. The implantable breast prosthesis mav comprise an 
expansion prosthesis, 

The invention also provides for an impl antable breas t prosthesis which is specific to 
either a righ t breast side or a left breast side of a patient, the prosthesis comprising a soft 
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pouch adapted to contain a filling material. The soft pouch comprises a concave posterior 
surface, a convex anterior surface, an inner zone, an outer zone, an upper zone and a lower 
zone. The posterior surface and the anterior surface form an angle p in the inner zone of less 
than 70 degrees when the soft pouch is implanted and filled with the filling material. The 
posterior surface and the anterior surface form an angle 6 in the upper zone of less than 70 
degrees when the soft pouch is implanted and filled with the filling material. The soft pouch 
is specific to either the right breast side or the left breast side of the patient. 

The invention also provides for an implantable breast prosthesis which is specific to 
either a right breast side or a left breast side of a patient, the prosthesis comprising a soft 
pouch adapted to contain a filling material. The soft pouch comprises a concave posterior 
surface, a convex anterior surface, an inner zone, an outer zone, an upper zone and a lower 
zone. The posterior surface and the anterior surface form an angle p in the inner zone of less 
than 70 degrees when the soft pouch is implanted and filled with the filling material. The 
posterior surface and the anterior surface form an angle 5 in the upper zone of less than 70 
degrees when the soft pouch is implanted and filled with the filling material. A nipple pole 
zone is defined on each of the posterior surface and the anterior surface. An axis is defined 
by a line passing through a point on each of the nipple zones of the posterior surface and the 
anterior surface, whereby the axis is perpendicular to a plane which extends from an edge of 
the inner zone to an edge of the outer zone. An upper outer part of the s oft pouch is defined 
by a first plane extending through the upper zone and the lower zone, a second plane 
extending through the inner zone and the outer zone, an upper outer portion of the posterior 
surface and an upper outer portion of the anterior surface, whereby each of the first and 
second planes are perpendicular to each other. An upper inner part of the soft pouch is 
defined by the first plane, the second plane, an upper inner portion of the posterior surface 
and an upper inner portion of the anterior surface. A lower outer part of the soft pouch is 
defined by the first plane, the second plane, a lower outer portion of the posterior surface and 
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a lower outer portion of the anterior surface. A lower inner part of the soft pouch is defined 
by the first plane, the second plane, a lower inner portion of the posterior surface and a lower 
inner portion of the anterior surface. Each of the upper outer part, the upper inner part, the 
lower outer part and the lower inner part have different volumes. The soft pouch is specific 
to either the right breast side or the left breast side of the patient. 

- BRIEF DESCRIPTION OF THE DRAWINGS -- 

The details and advantageous characteristics of the invention will now become 
apparent from the following non-limiting example, by [means] way of Figures 1-6: 
[• Figure 1 ] Fig. 1 schematically shows a transverse cross-section of a thorax with 

natural breasts. 

[• Figure 2 ] Fig. 2 shows the same cross-section with two prostheses according to the 
prior art. 

[• Figure 3 ] Fig. 3 shows the same cross-section with two prostheses according to the 
invention. 

[• Figure 4 ] Fig. 4 shows a view of the anterior surface along a vertical plane of the right 
prosthesis according to the invention. 

[• Figure 5 ] Fig. 5 shows a view of the prosthesis of Figure 4 in a horizontal cross- 
section. 

[• Figure 6 ] Fig, 6 shows a side view of the prosthesis of Figure 4. 

- DETAILED DESCRIPTION OF THE INVENTION -- 
[Therefore,] Figure 1 is a transverse cross-section of the thorax in a mediastinal 
window passing by the fourth dorsal vertebra, schematically shown from a scannographic 
illustration. One sees the spine 10, the two breasts 1 1 and 12, the mediastinum 13, the lung 
fields 14 and 15, the costal plane 16. It can be noted that the two breasts "spread" naturally 
on the thoracic plane 16 by assuming its convex shape. The arrows represent the inner and 
outer limits of the projection of the two areolar glands on the thorax. 
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Figure 2 shows, along the same cross-section as in Figure 1 , some of the drawbacks 
of one type of (comparative) prosthesis that is currently commercially available: the 
prostheses 21 and 22 have planar posterior surfaces 23 and 24 which do not follow the 
curvature of the thorax. In addition, they create, in the inner zones 25 and 26 for connection 
with the thorax, an almost 90° angle with [said] the thorax. [And we are] In almost [in] the 
same situation in the outer connection zones 27 and 28[:] A the external appearance of the 
prosthesis is [therefore anaesthetic] unaesthetic . on the one hand, and it is susceptible of 
moving in the pocket where it is implanted, increasing the [anaesthetic] unaesthetic effect 
and the discomfort for the person, on the other hand. 

Figure 3 shows the prostheses 31, 32 according to a preferred embodiment of the 
invention[: they] . They are much closer to the aspect of the breasts of Figure 1, with a 
posterior surface 33, 34 assuming the convexity of the thorax as closely as possible, and 
connections in inner zones 35, 36 and in outer zones 37, 38 along a gentle slope. The 
prostheses 31, 32 have a volume that is better distributed and closer to the thoracic cage; as 
a result, they are much less susceptible of moving. It is also seen that the prostheses 3 1, 32, 
contrary to the prostheses 21, 22, of the prior art which are not interchangeable[. They] A are 
made side-specific, asymmetrical as are the natural breasts. 

The following Figures will discuss the geometry of the prosthesis 3 1 in detail. 

Figure 4 therefore shows a front view of the right prosthesis 31 of Figure 3. It is 
understood that from this representation, as well as all of the following ones, one can derive 
those of the left breast 32, which is the mirror construction in volume of the right prosthesis 
31. This representation and the following ones are on a scale of [1] ill. 
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APPENDIX 6 

Changes to the paragraph between lines 24-34 on page 6 of the specification: 

The dimensions of the distances between these various points, measured in the [plan] 
plane P2 5 are as follows: 

AA[']1 = 1 cm (length of the outer overlap) 
A[']!C = 14 cm (base of the prosthesis) 
AC = 15 cm (total width of the prosthesis) 
BD = 12 cm (total height of the prosthesis) 
DD[']>2mm 
A[']!E = EC = 7 cm 
AE = 8 cm 
BE = 7 cm 
ED = 5 cm 
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APPENDIX 7 

Changes to the paragraphs beginning on line 25 of page 7 and ending on line 8 of 
page 8 of the specification: 

Therefore, one can easily [sees] see that the posterior surface 51 has a unifoi^n 
concavity extending between the points k and C. This concavity can be quantified by the 
distance GG[']1 which is greater than 1 cm, and by the angles a and a 1 formed by the planes 
tangent to the posterior surface 51, at points k and C, with the plane P4. Here, the two angles 
a and a 1 on the outer and inner side are substantially identical (about 25°, which can be 
[comprised] in the range of between 20° and 30°), but it could also be otherwise. It can be 
noted that G[']! is not in the middle of kC. There is an A[']:G/G[']!C ratio of about 0.75 (for 
example [comprised] in the range of between 0.5 and 1). The hatched area 53 corresponds 
to the outer overlap designated by the reference numeral 44 in the previous Figure[; it] . This 
makes it possible to see more clearly that the prosthesis allows obtaining the natural effect 
of an outwardly projecting breast. 

Figure 5 also [makes it possible to show a] shows the gentle slope connection 
mentioned hereinabove, the connection between the inner edge C of the prosthesis and the 
thorax: thus, the plane P£ tangent to the posterior surface 51 at point C forms, together with 
the plane PZ tangent to the anterior surface at same point C, a small angle p, much less than 
90°, here on the order of 40°. 

Figure 5 also shows that the outer overlap 53 also translates into an angle (j) of about 
1 15°, at point k, between the plane P5 passing by k and tangent to the anterior surface 52 and 
the plane P6 also passing by k and tangent to the posterior surface 51 of the prosthesis. 
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APPENDIX 8 

Changes to the two paragraphs between lines 19-27 on page 8 of the specification: 



The posterior surface 51 has a second concavity in the plane of the Figure. This 
concavity can be quantified by the distance HH[']1 which is greater than 1 mm, and by the 
[angles] angle % formed by the plane P10 tangent to the posterior surface 5 1 at point B with 
the plane P9. (The situation is the same [at] on the other side near point [D'] D 1 with regard 
to angle the concavity extending from B up to D[']|). Here, the [angle] angles x and y f 
[is] are each about 7°, and can be [comprised] in the range of between 4° and 15°, for 
example. 

Figure 6 also makes it possible to see a second gentle slope connection on the upper 
zone of the prosthesis: at point B, the angle 6 formed by the plane P10 explained hereinabove 
and the plane PI 1 tangent to the anterior surface 52 to point B is small, Le^ much less than 
90° or 60°, and it is selected here to be about 38.5°. 
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APPENDIX 9 



Changes to the paragraph between line 31 on page 8 and line 4 of page 9 of the 
specification: 

In conclusion, this non-limiting example of prosthesis is the one that combines all of 
the characteristics of the invention for even closer an approximation to the aspect of the 
natural breast than before. Prostheses of various volumes can result from mere similarity. 
However, it remains consistent with the invention to provide prostheses that would not 
cumulate all of the [means] methods for side-specific arrangement, (adaptation to the 
convexity of the thorax by a concave posterior surface and/or at least one "gentle slope 
connection", and/or an asymmetry in relation to a vertical plane passing by the nipple, and/or 
an outer "overlap"...). 
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